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Material to be added to a Mini-Jacket
(in the case where an e-Jacket exists)

Reg. No. 4403—10

Send to SIG: check box L

This material is:

[ New stamped-accepted label
‘[0 New CSF '
O .Notification |
- [0 Final Printed Label -
& Other: v-gm,%%HWﬂOadﬂf

— “instructions:-Attach this notice on top of the

--material -t mustbe-clipped-all together and
there should be NO STAPLES in the material.
Then give the material with this coversheet to

staff in the Information Services Center (Room .

- 230)
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RISK ASSIGNMENT FORM ()
Antimicrobial Division/Regulatory Management Branch i

A Cﬂmpleteﬂ by Fruﬂuct Manager

PRDDUET REVIEWER ,’(2:,,3{ Fw fCay— RME_II TEAM__ 34
Description of Action:

EPA File Symbol/Reg No.
BN : 2402 — /0
Decision No. 3 ‘ /“7 //:;5’ | Submission No. ’7 7?@5 / Fee for Service Action Code:

FQPA Action Code: — g L0 j Non-FOQPA Action Code: ‘ I"S‘RIE AMBUNT

APPLICATION DATE el
EPA PIN DATE | %ﬁf
REVIEWER ASSIGNED DATE OCTOBER
DﬁTE IDLIE FROM EGIENEE

,:DﬂTE DUE T’ﬂ F‘M

e PSE Acute PSB RASSB RASSE
Data IC | Toxicology Efficacy Chronic Exposure
; Toxicology
- a :
COMMENTS

For Arctic Slope Contract Only
Contract No.: 0030 ﬂl ARCTIC SLGPEfMﬁmnGEH >
| Final Task: Signature : ______(Total hrs)
| bl

C | Reviewer=s Comments:

DATE FEE PAID: RESPONSE CODE: £J 4.5 RESPONSE DATE: /,2%,3/57@
iadlas A=

9




MH‘H’ED STATES ENVIRONMENTAL PRDTEtTlﬂH AGENCY

g;l@’f-"'_'"‘%! . ;

% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
i ~t7r . 3 WASHINGTON, DC 20460
f*"u mﬁ

OFFICE OF
PREVENTICN, PESTICIDES
AND TOXIC SUBSTANCES

December 12, 2006

Christina M. Swick

Lewis & Harrison Consultant

Agent for / ,

Kimberly- Clark Global Sales, Inc.
122 C Street, N.W., Suite 740
Washington, DC 20001

Subject: Kleenex® Brand Anti-Viral Tissue :
. confirmation of Request to Withdraw Application
EPA Registration Number 9402-10
Application: October 24, 2006
Receipt Date: October 24, 2006

Dear Ms. Swick:

This letter is to confirm that the Agency has received your request to voluntarily withdraw
the above application.

General Comment:

Any future submission related to this submission must be submitted as a new registration -
application.

Should you have any questions or comments concerning this letter, please contact me by
telephone at (703) 308-6422 or email address at: heyward.adam @epa,dov, or Renae Whitaker
telephone at (703) 308-7003 or email address at whitaker.renae @epa.gov.

Sincerely,

| f;‘t)«‘fﬁ A &,/ ‘;;1{?4{5{:1;{:

1 .-tham Heyward fz“"; ‘
H Product Manager 34
|| Regulatory Management Branch Il
Antimicrobials Division (7510P)
symBoL }r [ - 'Gw_ﬁ:ﬂ J ; : -
aumnnie ) e i . evensnee e oo |
DATE H el | : i
1A (180 Frinted on Recyeled Paper OFFICIAL FILE COPY

“LLE. Gowemmenl Pmm T = ED-EOETE




L EW l S & 122 © Strest, W.W., Suite 740
: : N Washington, D.C. 20001
HARRISON i

Consultants in Governmant Affairs

Cictober 24, 2006 : HAND DELIVERED

Document Processing Desk (AMEND)
Office of Pesticide Programs (750417)
U'S Environmental Protection Ageney
Room 5-4900 One Potomae Yard
2777 South Crystal Drive

Arlington ¥ A 22202

ATTN:

SUBJECT:

Adam Heyward
Product Manager, Team 34

Kimberly-Clark Glohal Sales, Inc.
Kleenex" Brand Anti-Viral Tissue (EPA Reg, No. 9402-10)
Request to Withdraw Application for Formulation Amendment

Diear Mr. Hevware:

On behall of Kimberly-Clark Global Sales, Inc., I would like 10 ofTicially withdraw the formulation
amendment application for Kleenex® Brand Anti-Viral Tissue dated September 26, 2006,

IM vou have any questions, please contact me at (202) 393-3903 ext. 16 or by e-mail me at
cawickiglewisharrison.com

Nincerely,

(hwvisoone. . Aurak

Christina M. Swick
Agent for Kimberly-Clark Global Sales, Ine.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Washington, D.C. 20460

DP BARCODE:

MRID :

SUBJECT:

REG. NO. OR FILE SYMBOL:
DOCUMENT TYPE:
Manufacturing-use || OR
INGREDIENTS (PC Codes)
CAS Number:

TEST Lth;

SUBMITTER:

GUIDELINE:
COMMODITIES:
REVIEWER.:

APPROVER:

COMMENT:

QOFFICE OF

PREYENTION, PESTICIDES AND

TOXIC SUBSTANCES

Antimicrobial Divisien

11/01/06

D332995

None

Kleenex” Brand Tissue Anti-Viral

9402-10

Product Chemistry Review

End-use Product [X]

Citric Acid (021801); Sodium Lauryl Sulfate (079011)

(77-92-9), (151-21-3)

N/A

Kimberly-Clark Global Sales, Inc.

None
Formulation
Juan F. Negron

Karen P, Hicks

ORGANIZATION: AD

APPROVED DATE: [ | [14 / ol
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Washington, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES
Antimicrobial Division

11/01/06

TO:; Adam Heyward / Renae Whitaker
PM Team 34

FROM: Juan F. Negron, Chemist j{f - B P
Product Science Branch, CT Team Z. . j ) !

Antimicrobial Division (7510P) f 2/ .Y
THRU: Karen P. Hicks, CT Team Leader /“% Uk‘:m,,g i 3

Product Science Branch L

Antimicrobial Division (7510C)
THRU: Michele E. Wingfield, Chief

Product Science Branch

Antimicrobial Division (7510C)

APPLICANT: Kimberly-Clark Global Sales, Inc.
Action code: 362
Due date: 12/28/06

Product Formulation
Active Ingredieni(s)

% by wt.

Citric Acid 7.51

Sodium Laury] Sulfate 2.02

332995 _CitricASLS 9402 10 KimberlyClardGlobalSlestne_) 10106.doe Page 2 of 3
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Roe -~

BACKGROUND:

The registrant, Kimberly-Clark Global Sales, Inc., is submitting the basic formulation and two
alternate formulations, The integrated end-use product, Kleenex™ Brand Tissue Anti-Viral, kills Cold
& Flu viruses,

FINDINGS:
L The Product Chemistry Reviewer has received the following documents:
= Letters, dated 09/26/06, & 10/24/06.
* A label, dated 05/25/04,
* Confidential Statements of formula (CSFs), dated 09/26/06 (EPA Form 8570-4), for the
basic formulation and alternate (A & B) formulations.
= Application for Pesticide, dated 09/26/06, EPA Form 8570-1.
-3 The registrant withdraws the amendment application (see letter dated 10/24/06).
CONCLUSION:

The submission was not reviewed because the registrant has withdrawn the application.

[32995 CiricASLS 040210 KimberlyClanddlobal Sleslne_L 10106 doc Page3af 3
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LEWIS & (e
HARRISON sz

Congultants in Government Affairs

september 26, 2006 HAND DELIVERED

Document Processing Desk {AMEND
OfMice of Pesticide Programs (73041
LS Envircnmental Protection Agency
Room 5-4900, One Potomac Y ard
2777 South Crystal Dive

Arlington VA 22202

ATTN: Adam Heyward
Product Manager, Team 34

SUBIECT: Ki.mlﬂ:ier!_ly-ﬂﬂark Global Sales, Ine.
Kleenex" Brand Anti-Viral Tissue (EPA Reg. No. 9402-10)
Formulation Amendment

Dizar Mr. I leyward:

On behalt of Kimberly-Clark Global Sales, Inc., | am submitting a formulation amendment for Klesnex
Brand Anti-Viral Tissue. The purpose of this amendment is to add additional sources for the active
ingredients citrie acid and sodium laury] sulfate. Please note that these additional sources are identical in
compaosition to the current sources of citric acid and sodium laury] sulfate.

Enclosed please lind the following documents in support of this amendment:

1. Application Tor Pesticide Amendment:

2. Confidential Statement of Formula (C5F) lor Basic Formulation:
3. C5F lor Alternate Formulation A: and,

4. C5F for Alternate Formulation B,

Insotar as Lewis & Harrison serves as the “Company Contact™ and “Company Agent™ for Kimberly-Clark

Global Sales, Ine., please relay all correspondence regarding this notification directly to us. If vou have

any questions, please contact me al (202) 393-3903 ext. 16 or by e-mail me at cswicki@lewisharrisew £om
Ll [ ]

I
Sincerely, . x : : ”
r’i’u 3 ) L ! - LI LT -
Uhiwaking \@#‘1 : M%CJ& R g
EeReEw - e
Christina M. Swick “ua’ ¥ e
Agent for Kimberly-Clark Global Sales, inc. Ll T,
LE L E N ] L 3
LE RN




Flease read inStructions on reverss before conjek iy foaren. Frrmi Appmvﬁil‘ﬂﬁ Mo, 2070-0080, Approval axpires 06-31-88

F o | ! Wniicd States ] Regis™®tion OPP Identifier Number |
Washington, DC 20450 [] Other: ‘
Application for Pesticide - Section |
1. Company/Produsct Mumber ; 2. EPA Product Manager 3. Proposed Classificstion
2402110 Adlam Heywaril
4. Company/Product (Mame) Pz ' E None || Restricted
Kleenex® Brand Anti-¥iral Tissue Team 34 7 ==
5. Mame and Address of Applicant finclude ZIF Code) & Expedited Review. |n accordance with FIFRA Section 3(c)(3)
Kimberly-Clark Global Sales, Inc. (b)(1}, my product is similar or identical in compesition and labeling
2100 Winchester Road tor
Meenah, WI 54956 EPA Reg. No.

PLEASE DIRECT ALL CORRESPONDENCE T0
“CONTACT POINT” LISTED BELOW Product Name
Q Chack if thiz is a new adidrgss

Section - I

Amendment — Explain below. |:| Final printed labsls in response to Agency lether dated
D Resubmission in response to Agency letter dated |:|‘ "I Toeo" Application
Matification - Explain below. |:| Dither - Explain below

Explanation: Use additional page(s) if ﬁeceséﬁéw. (For Section | and Section I1.)

APPLICATION FOR FORMULATION AMENDMENT (see cover letter for details)

Section -

1 Material This Product Will Be Fackaged In._____ -
Child-Fesistant Packaging Unit Fackaging Water Soluble Packaging 2. Type of Container
Yes* ] es [] es [ ] mietal

|:| Mo |:| Mo [ ] Nr:;-b |:| Plastic

i ¥Yes” No.per | If“Yes” No. per [] class
sCartification must Unit Fackaging wgt cantainer Fackage wat. contEiner D Paper
be submitted [] other (specify)
3. Location of Net Confents Infermation 4. Size(z) Retail Container & Location of Label Direclions
DI Labal D]\ Container ‘ |:| On Label
|:| On labeling accompanying produet

8. Manner in Which Label is Affixed to Product || Lithagraph [T Other
[ Paper giusd
[ Stenciled e

Section - IV g

| 1. Contact Point (Complale items directly below for identificafion of individual fo be contacted, if necessary, fo process s aapfm‘%lrﬁfis -

Name: Christing M. Swick, Lewis and Harrison, LLC | Title: s p Jeleghone No. (clude Area
122 C St.. NW Suite 740 Washinglon, DT 20001 Agent for Kimberly-Clark Global Sales, Inc. »| Cod@): (2033953903 x 16
Certification seseiern B, Date daplication
I certify that the staternents | have macde on this farm and all attachments thareto sre true, socurate and complete, | s Recaiyed
acknewledgs that any knowingly false or misleading statement may be punishable by fine ar impriscnment or Both e e s * .Btﬂh] ped)
under applicable law. o 2 g
2. Signature ; ) 3. Title: I
WMo .~ & - "W/ | i Agent for Kimberly-Clark Global Sales, Inc. ™ ieg™
@! LS %“L&\’pﬂ ; M@ e = i . ] oy
- ~ - L R 3 3
| 4. Typed Mams= 5. Dale 8 s :* "
Christing M. Swick, Lewis & Harrison LLC September 26, 2006 £

EPA Form B5T0-1 (Rev, 8-94) Previous aditinns are nhsolete “White- EPA File Copy (original} Yellow- Applicant Copy




‘IQ’ED STATES ENVIRONMENTAL PROT DIDN AGENCY
WASHINGTON, D.C. 20460

October 4, 2006
OFFICE OF
PREVENTIMN, PESTICIIES AN
TOXKIC SUBSTANCES
CHRISTINA M. SWICK, FOR. LEWIS & HARRISON, AGENT
KIMBERLY-CLARK GLOBAL SALES, INC.
122 C ST., NW, SUITE 740
WASHINGTON, D.C. 20001

PRODUCT NAME: KLEENEX BRAND ANTI-VIRAL TISSUE
COMPANY NAME: KIMBERLY-CLARK GLOBAL SALES, INC.
EPA FILE SYMBOL: 9402-10

EPA RECEIPT DATE: 09/29/06

SUBJECT: RECEIPT OF AMENDMENT

DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to
determine its acceptability for fast track status.

If you have any questions, please contact Antimicrobials Division, Risk Management
Teamn 34, al (703) 308-6422.
Sincerely,

Front End Processing Staff
Information Services Branch
Information Technology & Resources Management Division

17



* L X

{7996517?~
This package includes the following for Division
‘New Registration | “AD
* Amendment i
“RD

Studies? Fee Waiver? >
Risk Mgr. 34

volpay % Reduction: __

. |
r?eceipt No. S-| 799651
EPA File Symbol/Reg. No. 9402-10
|F’|n Punch Date: 9/29/2006 |
Q/Thls item is NOT subject to FFS action.
.~ Action Code: ' Parent/Child Decisions: |
Requested: 0 |
Granted: ba |

| Amount Due: $ _

Reviewer:_ \/mk«}n;;/ﬁ;//&f Date:_/(i- 2- 0¢

Remarks:

18
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Materiaﬂ to be added to a Mini-Jacket
(in the case where an e-Jacket exists)

Reg. No. quﬂf"/ﬂ l

Send to SIG: check box

This material is:

ew stamped-accepted label
New CSF
Notification
Final Printed Label
Other:

Instructions: Attach this notice on top of the
~material. It must be clipped all together and there
should be NO STAPLES in the material. Then give
the material with this coversheet to staff in the
Information Services Center (Room 230).

Reviewer's Name: CZQ///@(_Z? ,
Phone: 702 . 3 47 £737Division: AD

Date: /&/ﬁ/czé

Current as of Thursday, March 02, zuafg




RISK ASSIGNMENT FORM
AntimicrobiaMivision/Regulatory Manag€ment Branch I

A Completed by Product Manager
PRODUCTREVEWER /75 /71 (s P RME_LI TEAM__ 34
Description of Action: e : EFm Fume S?mbnlmegl No.

Fee for SEI’WEE ﬂmﬂﬂ ‘CDﬂE‘

Decision No._ ") '/ /, submission No. '/,

FOPA Action Code: < § /| Non-FQPA Action Code: PRIA FEE AMOUNT:

| MONTH IAT : YEAR
APPLICATION DATE | SEPTEMEBR fZ{;ﬁ 2006

| EPA PIN DATE  SEPTEMEER ’”Ef%fﬂ 2006
REVIEWER AssicNepDaTe | SEPTEMEER LT 2006

| DATE DUE FROM SCIENCE | 2006

| s A ——— s

\TE DUE TO P A f ok | 2]

il oo SR SRR A 200_
DATE DUE OUT OF AGENCY |
Typeof | PSB PSEACute | PSB RASSE RASSE | RASSB RASSB
Data: Product Toxicology Efficacy Environmenta | Ecological | Chronic EXposure

 Chemistry I Fate Effects | Toxicology

COMMENTS:

. NOTIF
Uate Wlmm -2F

Reviewsd By: 2ZZ T —

| ATTACHMEHTE @-LAEELIHG o E-CEFEEI Eﬂﬁ.m €-OTHERS .
B | For Arctic Slope Contract Only RS u
Contract No.: 0030 | |

I ARCTIC : SLDPE.-’MH NAGER

Final Task: Signature

C || Reviewer=s 7CDI"‘I"‘IE"I"IETTI‘E*S:‘ "

DATE FEE PAID:

RESPONSE CODE: /4%  RESPONSE DATE: /ﬂfé/éé ‘

20




UNITED .TES ENVIROMMENTAL PROTECTION Am:*r

October 16, 2006

Christina M. Swick

Agent for Kimberly-Clark Global Sales, Inc.
122 C St. NW Ste. 740

Washington, D.C. 20001

Subject: Kleenex Brand Anti-Virul Tissue
EPA Registration No.: 9402-10 .
* Application Date: September 26, 2006
Receipt Date: September 28, 2006
Dear Ms. Swick,

This acknowledges receipt of your notification, submitted under the provision of PR
Notice 98-10, FIFRA section 3(c)9. '

Proposed Nuﬁﬁvzﬂﬁnn
e Add additional sources for the active ingredients.
General Comments
Based on a review of the material submitted, the following comments apply:

The notification application is acceptable and a copy has been inserted in your file for
future reference.

Should you have any questions or comments concerning this letter, please contact me at
(703)-308-6422.

- Sincerely,

Product Manager (34)
Regulatory Management Branch IT -
Antimicrobials Division (7510P)

_ CONCURREMCES

rHEDL
SPEAME

ATE

Tmox.

Y |

m/@%. | . SIS SRS—— T NON— |

EmFmiﬂzﬂ?erﬁ'm 7 =g =

Prinfad ss Bom 1 4™ : =Ty




LEWIS & Watonoc w0t
HARRISON %5

Consultants in Government Affalirs
Seplember 26, 2006 HAND DELIVERED

Document Processing Desk (NOTIF)
Office of Pesticide Programs {7304P)
LS Environmental Protection Agency
Foom S-490i0, One Potomac % and
2777 South Crystal Drive

Arlington VA 22202

ATTN: Adam Heyward
Product Manager, Team 34

SUBJECT: Kimberly-Clark Global Sales, Inc.

Kleenex” Brand Anti-Viral Tissue (EPA Reg. No. 9402-10)

Notification of Change in Source of Active Ingredients per PR Notice 98-10
Dear Mr, Hevward:
On behalf of Kimberly-Clark Global Sales, Inc., 1 am submitting a notification for Kleenexd Brand Anti-
Viral Tissue. The purpose of this notification is to add additional sources for the active ingredients citric
acid and sodium lauryl sulfate,

Enclosed please find the following documents in support of this notification:

I, Application for Pesticide Notification (OPP 1D No. 265394), which includes a signed statement
certifying compliance with PR Notice 98-10;

2. Confidential Statement of Formula (CSF) [or Basic Formulation:
3. CS5F lor Alternate Formulation A; and,
4. C5F for Allernate Formulation B,

Insofar as Lewis & Harrison serves as the “Company Contact™ and “Company Agent™ for Kimberly-Clark
Global Sales, Inc., please relay all correspondence regarding this notification directly to us, 1T you have
any questions, please contact me at (202) 393-3903 ext. 16 or by e-mail me at cswick@lewisharrison.com

Sincercly.

@wmﬂw%\%‘ﬂ : w

B
Christina M. Swick RLLL
Agent for Kimberly-Clark Global Sales, Inc. NG
e
L] T T ]
L R
L -
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Fiease read instructions on reverse before cumﬁg‘; form. Form Approv WIEB Mo, 2070-0060, Apgroval expires 05-31-85
F e E - ited States [] Registration OPP Identifier Number
7 7FA Environmental Protection Agency [ Amendment 265394
: Waahingtan, DG 20460 E Other: Notification

~ Application for Pestlcnde Section |

1. Company/Product Numbar A 2. EPA Product Manage: — | 3. Proposed Classification
DA~ 110 Adlam Heyward
4. Company/Product (Name} Pl 3 E P D Restriched |
Klegnex Brand Anti-¥iral Tissue Team 34 %
5. Name and Address of Applicant finclude ZiF Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
Kimberly-Clark Global Sales, Inc. (b)(1). my product is similar or identical in composition and labeling
2108 Winchester Road to:
Meenah, WI 34956 EPA Reg. No.
PLEASE DIRECT ALL CORRESPONDENCE TO

SCONTACT POINT” LISTED BELOW Product Name

|j Chacl if this is a new addiress

Section -l

|:| Amendment — Explain below, D Final printed labels in response to Agency letter dated ____
|:| Resubmission in responsa to Agency letter dated D “he Tog” Application ’
@ Motification - Explain balow. I:l Othar - Explain balow

Explanation: Use additional page(s) if necessary. (For Section | and Section 11,
Notification to Change Source of Active Ingredients

Motification of in Accordance With PR Notice 98-10

This notification is cansigtenl with the provisions of PR Nofice 58-10 and EFA regulstions af 40 CFR 152.46, and no other changes have been made fo
the labeling or the confidaatisl staterrent of fonmuwia of fs produat. | understand that it iz & wviolation of 18 ULE.C. Bag 1007 fo willfully make any false
staterment fo EPA. 1 further understand that iF this nofification is nal consisfent with the terms of PR Motice 95-2 and 40 CFR 152,46, this produst ey
he in wmamm ﬂf FIFRA and | may be the subject fo enforcemen! aclion and penatfies under sections 12 and 14 of FIFRA

Signature: 1{\,& uﬁawwﬂ‘m /LLD—'%&E Date: ﬁf Jl < e JG:'I":P

Section - I

1. Matenal This Product Will Be Packaged In:

Child-Resistant Fackaging | Unit Packaging Waler Soluble Packaging | 2. Type of Container
] Yes L] Yes [] ves (] Metal
|:| Mo D Mo D M D Plastic
I ¥es™ Mo. per If “¥as" Mo per [T ciass
“Certification must Linit Packaging wat. container Package wal, container |:| Band
be submitted [] other (specify)
3. Location of Met Cantents Information 4. Size(si Retail Containear | 5. Location of Label Directions
] Label [ centainer [ onLabel
| D On labeling accompanying product

. Manner in Which Label is Affived to Product [ Lithograph L oOther —

I;] Papar glued

[] Stenciled

Section - IV

1. Contact Point {Complete tems u'mnrfy bgmw for idgntification of individual ko be conlacied, i necessary, fi pmmws iz amlication)

MWame: Title: Telephane No. (Ineluds Area
Christing M. Swick, Lewis and Harrison Agent for Kimberlv-Clark Global Sales, Inc., | Codel: T
122 Sl.,—JN'W Suite 7410, Washington, DC 20001 , {ZIIZP.?H-J‘JIH x 16
Certification 6. Dlita Abplication
| cartify that the statements | have made on thiz form and all sttachments thereto are trug, accurate and complete. | R& A fed
acknowledge that any knowingly false or misleading statemeant may be punishable by fing or imprisonment or bath (Stampec*2*
under applicable law. ss e et
- L -
2. Signature 3. Title: e e~ -
P L1 - " N A ” " L]
il rass | i Agent for Kimberly-Clark Global Sales, Inc L e
Ll“*umhw ﬂ\f‘ﬂ N JE\_LL%,L( Y e e
4, Typed Mame 5. Date 3 " A
Chiristina M. Swick, Lewis & Harrison LLC September 26, 20006 Bena
L] -
[ E XN

EPA Form 8570-1 (Rev. B-04) Previous editions are oheolete White- EPA File Copy (original)] JéellassApplicant Cop
2 ;




@  1ASK ASSIGNMENT rorm@
Antimicrobial Division/Regulatory Management Branch I1

For PRIA Submissions

A A Completed by Product Manager 7 e i

PRUDUCT REVIEWER: RENAE WHITAKER . RI\'I]E 1I o TEAM_34

Description of Action: MINOR AMENDMENT EPA File Symbol'Reg No.
9402-10

Fee for Service Action Code:

APPLICATION DATE

| Non-FQPA Action Code:

Fee for Service Fee: §

| REVIEWER ASSIGNED DATE ALTGUST 24

AUGUST 15 2006
| EPA PIN DATE AUGUST 16 2006
2006

P5EB Product
Chemistry
X

RASSB
Environmental
Fate

| PSB Acute
| Toxicology

| RASSE
| Ecological
| Effects

| G
Emtractor: Arctice Slope

Draft Task: Signature

Final Task: Signature

= (Est. hrs)

DATE FEE PAID:

: {Total hrs)

Contract No.: EP-W-05-052 ﬂ ARCTIC SLOPEMANAGER

RESPONSE CODE: 7/ 20 RESPONSE DATE: /¢ éf’%{gé
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*Manufacturing processinformation may be entitled to confidential treatment*

ANTE By

X "'-‘ZssL k : §
g o % UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Y g WASHINGTON, DC 20460
o, m.l‘i‘&!:
OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SLIBSTANCES
October 20, 2006

Christina M. Swick

Lewis & Harrison, LLC, Agent for
Kimberly-Clark Global Sales, Inc.
122 C Street, N.W. Suite 740
Washington, De 20001

Subject: Kleenex® Brand Anti-Viral Tissue
EPA Registration No. 9402-10
Application Date: August 15, 2006
Receipt Date: August 16, 2006
Dear Ms. Swick:

The following amendment, submitted in connection with registration under the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, is unacceptable for the following
reasons.

Proposed Amendment

* Alternate Confidential Statement of Formulas(CSFs) (see alternate CSFs A & B dated
08/15/06)

General Comments:
1. The CSFs and label must have the same nominal.

2. The calculation shows that the active ingredient (Al), citric acid, is [Jjj- The CSF shows
7.51%. the label claims 7.51%.

3. The Agency suggested representing a ratio value on the CSF form. The ratio value will
allow a variety of batch productions by using [JJifon box 17 of the CSF. Therefore,
column 13a must be the same value as column 13b.

25




£ -
Other Comments:

For further detail refer to the enclosed PSB Product Chemistry review dated September 25,
2006. _

Should you have any questions or comments concemning this letter, please contact me by

telephone at (703) 308-6422 or email address at: heyward.adam @epa,gov, or Renae Whitaker by
telephone at (703) 308-7003 or email address at: whitaker.renae @epa.

Sincerely, '
: - A '
DY IV J@.ﬁ%{,@/aﬁ
1—Adam Heyward
Il Product Manager (34)
Regulatory Management Branch Il
Antimicrobials Division {7510C)

Enclosure: [Product Chemistry Review]

26




*Inert ingredientinformation mféy be entitledto confidentialtreatment*

2, _
* » *

*Productingredientsourceinformationmay be entitledto confidentialtreatment*

LW B e
H A R R_ﬂ S O N ‘f:;ggg?ggﬂa%ggmsam

Consulianis in Government Affairs

August |5, 2003 HAND DELIVERED

Viocument Processing Desk [ AMEND
OlMiee of Pesticide Programs (75041)
L% Environmental Proteclion Agency
R 5-4900, One Potomac Y ard
2777 South Crvstal Dirive

Arlington WA 22202

ATTN: Adlam Heyward
Product Manaper, Team 34

SUBJECT: Kimberly-Clark Global Sales, Ine.
Kleenex ™ Brand Anti-Viral Tissue (EFA Reg. No. 9402-10)
finor Formulation Amendment per PR Notice 98-10

Lrear bBr. Hewward:

On behall of Kimberly=Clark Clobal Sales, Inc., | am submitting 8 minoe foemulation amendment (o Blecnex®
Eldnd Anti- "-."lrul Tisswe. The purpose of this amendment is to create allernate formulations A and B, The only

Ll eerey L + formulations anid the currently approved basic formulation involves the iner ingredient
In alternate formulation A, the supplier of as been changed from
In alternate formulation B3, is being replaced w1
Please nole the compositional information for these
Ly Mancy Whyie in g leller daed

inert ingredients was subimitted by
Enclosed please find the following decuments in support of this amendment:
Application for Pesticide Amendment:

Towo (2} copies of the CSF for Allernale Formulation A; and,
Two (20 copies ol the C5F Tor Allernate Formulation B

[P Qe

Insolar as Lewis & Harrison serves as the “Company Contact™ and “Company Apent” for Kimberly-Clark Glabal
Sales. Inc., please relay all correspondence regarding this notificarion directly to us. If vou have any questions,
please contact me at (202) 393-3903 exl. 16 or by e-mail me at cswicki@lewisharrison, com

Sincerely,

L_:[\ E'L.r'ulg;b{:l’\”'k{-‘j\ “"‘L j&"—"ﬁck T

Christina M. Swick - iy
Azent Tor Kimberly-Clark Global Sales, Ing, - -
EX R R R N !I'Ii'l
cer Michael Caringello (Kimberlv-Clark Cilobal Salex, Tnc.) H ! H y e
(BB N ¥ ] * L 2l * :
L] ]
L3 L] L]
I TR ] P
T TE ]
T T L]



 FPlease read insfructions on reverse belora -::c:;n‘«_?g fiarm. Farrm Approw ME Mo, 2070-0080, Approval expires 05-31-05

F = W nited States ] Registfation OPF |dentifier Murmber
Ly 4 EPA Environmental Protection Agency K Amendment
Washingtan, DC 20450 [] Other:
Application for Pesticide - Section |
1. Company/Product Mumber R i 2. EPA Produst Managar 3. Proposed Classification
D402-10 Adam Hevward L
| 4. Company/Product (Mams) P None Restricted |
Kleenes™ Brand Anti-Viral Tissue Team 34 2 E one [ Restrice
5. Mama and Address of Applicant {nclude ZIF Coda) & Expedited Review. |n accordance with FIFRA Section 3(c1(3)
Kimberly-Clark Global Sales, Inc. (b1}, my praduct is similar or identical in composition and labeling
2100 Winchester Rogd to:
MNeenah, Wl 54956 :
4 . T y EPA Reg. No.
PLEASE DIRECT ALL CORRESPONDENCE T0O " *
“SCONTACT POINT” LISTED BELOW Praduct Name
D Check if this is 8 new address = St A

Section -l

@ Ameandmeant — Explain below, D Final printed labels in response o Agency lettar dated
D Resubmission in response to Agency letter dated §|:| “Me Tao" Application
[ ] Matification - Explain belaw. DﬂDt%herr- Explain below

Explanation: Use additional pagels) if necessary. (For Section | and Section I1.)

APPLICATION FOR MINOR FORMULATION AMENDMENT (see cover letter for details)

Section - Il

1. Matenal This Praduct Wil Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
[ esr ] Yes [ ves [ ] Metal
] ne [ ] No [ ] No ' [ ] Piastic
If “?’EWS”» il 7 No. per If "Yes" No. par I:l Glass
*Certification must Unit Fackaging wgt. container | Package wat. container D Paper
be submitted | \‘ |:| Other [Specify)
3. Location of Met Cantents Information 4, Sizels) Retail Container 3. Location of Label Directions
[ Labe [ ] container ] on Label
D On labeling accompanying product

. Manner in Which Label is Affixed to Product [] Lithogragh [ other

[ Paper glued

[ stenciled .

Seciiﬂn -V

1. Contact Paint [Complale fems directy below for identification of individual to be conlacled, ¥ necessary, to process His applicatigqy

Mame: Christina M. Swick, Lewis and Harrison, LLC | Title: s TelERhione M, ilgclyde Area
122 C 5t., NW Suite 740 Washingion, I 20001 Agent for Kimberly-Clark Global Sales, Inc. § Codel§ (202) 393,3903 x16
Certification 3 %. Dake Application
I certify that the statements | have made on this form and all attachments therete are true, accurate and complete. 1% 4" "8 Releh
acknowledge that any knowingly false ar misleading statement may be punishable by fine or imprisonment ar bt e (Btamped)
under applicable law. . @ a w g
R —— e LE X L2 L] L]
2. Signature - 3. Title: 1 = .
1§ T “yn | A Agent for Kimberly-Clark Global Sales, Inc.  **9** .
Onvsstina WL Ak - A,
4. Typed Mame 5. Date : .
Christina M. Swicl, Lewis & Harrison LLC August 15, 20006 . .:: :
EP& Form 8570-1 [Rev. 8-34) Previous editions ars Dhﬁb“El‘E White- EP& File Copy (original] Yellow- Applicant Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

DP BARCODE:

MRID :

SUBIJECT:

REG. NO. OR FILE SYMBOL:
DOCUMENT TYPE:
Manufacturing-use [] OR
INGREDIENTS (PC Codes)
CAS Number:

TEST LAB:

SUBMITTER:

GUIDELIMNE:
COMMODITIES:

REVIEWER:

APPROVER:

COMMENT:

Washington, D.C. 20460

OFFICE OF
FREVENTION, PESTICIDES AND
TOXIC SUBSTANCES
Antimicrobial Division

09/25/06
D332055
None
Kleenex™ Brand Tissue Anti-Viral
9402-10
Product Chemistry Review
End-use Product [X]
Citric Acid (021801); Sodium Lauryl Sulfate (079011)
(77-92-9), (151-21-3)
N/A
Kimberly-Clark Global Sales, Inc.
None
Formulation
Juan F. Negron ORGANIZATION: AD

Karen P. Hicks

APPROVED DATE: 4/ Zﬁ::/@b



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Washington, D.C. 20460

QOFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES
Antimicrobial Division

09/25/06

TO: Adam Heyward / Renae Whitaker

PM Team 34
FROM: Juan F. Negron, Chemist T/ %
Product Science Branch, CT Team
Antimicrobial Division (75101
THRU: Karen P. Hicks, CT Team Leader
Product Science Branch ; A
Antimicrobial Division (7510C) —
THRU: Michele E. Wingfield, Chief
Product Science Branch
Antimicrobial Division (7510C)

APPLICANT: Kimberly-Clark Global Sales, Inc.
Action code: 362
Due date: 11/14/06

Product Formulation
Active Ingredient(s)

% by wt.
Citric Acid 7.51
Sodium Lauryl Sulfate 2.02

DAGI0EA_CitricARLE_ 9402 _10_KimberlyClardG lobalSleslne 092 506 dog Page Z of 3
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*Manufacturing processinformation may be entitled to confidential treatment*
*Product ingredient sourceinformation may be entitled to confidential treatment*

BACKGROUND:

The registrant, Kimberly-Clark Global Sales, Inc., is submitting two alternate [ormulations. The
integrated end-use product, Kleenex™ Brand Tissue Anti-Viral, kills Cold & Flu viruses.

FINDINGS:

1

:-J

The Product Chemistry Reviewer has received the following documents:

= A letter, dated 08/15/05.

= A label, dated 05/25/04.

» Confidential Statements of formula (CSFs), dated 08/15/06, EPA Form 8570-4,

The CSFs, dated 08/15/06, for the alternate (A & B) formulations are revised.
The CSFs and the label do not have the same nominal.

The calculation shows that the active ingredient (AT, citric acid, is - The CSF shows
7.51%. The label claim 7.51%.

The Al, Sodium Lauryl Sulfate (SLS), nominal caleulation shows [Jjjij with a purity of
B (scc column 10). The CSF docs not show the nominal for the percentage by weight
and the certified limits. Instead, the CSF shows the percentage of material. The percentage of
material does not satisty the EPA Standard Certified Limits, The label claim 2.02%.

None of the components of the formula on the CSF meets EPA Standard Certified Limits.

The registrant is using a rate, 1bs/ft’, in column 13a (amount).

RECOMMENDATIONS:

ks The CSFs and the label must have the same nominal.

v All certified limits must meet the EPA Standard Certified Limits unless the registrant claims
wider certified limits. The registrant must submit a justification for wider certified limits for
each component.

3. The Agency suggested representing a ratio value on the CSF form. The ratio value will allow
a variety of batch productions by using [JJij on box 17 of the CSF. Therefore, column 13a
should be the same value as column 13D,

CONCLUSION:

The CSFs, dated 08/15/06, are not acceptable. The registrant must comply with the
requirements, recommendations and findings listed above.

DA32055_CitricASLS_0402_10_KimberlyC lardGlobal Sleslne 192506 doc Page 3 of 3
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Material to be added to a Mini-Jacket
(in the case where an e-Jacket exists)

Reg. No. 40> ~ 10

Send to SIG: check box E’ﬁ

This material is:

O New stamped-accepted label
O New CSF
otification
O Final Printed Label
g Other:

Instructions: Attach this notice on top of the
material. It must be clipped all together and there
should be NO STAPLES in the material. Then give
the material with this coversheet to staff in the
Information Services Center (Room 230).

Reviewer’s Name: __ Al Galon

Phone: _{03 =47 %137 Division: __AD

. g

Date:

Current as of Thursday, March 02, 2008

32
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TASK ASSIGNMENT FORM

Antimicrobial Division/Regulatory Management Branch II

T

Completed by Product Manager

R T e

PRODUCT REVIEWER:

ASTER!SMHN EME II TEAM_ 34
Deseription of Action: WOTICATION EPA File Symbol/Reg No.

0402-10

Fee for Service Action Code:

APPLICATION DATE AUGUST 15 2006
EPA PIN DATE AUGUST 16 21006

BREVIEWER ASSIGNED DATE

AUGUST

PSE Produect
Chemistry

- PSE Acute
‘ Toxicolozy
J

NOTE TO ARCTIC SLOPE - PLEASE

Contractor: Arctic Slope

~ For Aretic Slope Contract Only

1
| Contract No.; 0332

Diraft Task: Signature

____(Est. hrs)

L5 (Total hrs)

BASSE RASSB RASSB RASSE
Environmental | Ecological Chronic Exposure
Fate | Effects Toxicology

COMPLETE PART B OF FORM.

Final Task: Signature _E'fl vk

ARCTIC SLOPE/MANAGER
[ i N Lt L0000

|| Reviewer*’s Comments:

DATE FEE PAID:

33
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

September 16, 2006

Christina M. Swick

Agent for Kimberly-Clark Global Sales, Inc.
Lewis & Harrison, LLC

122 C. St. NW Ste. 740

Washington, DC 20001

Subject:

" Kleenex Brand Anti-Viral Tissue

EPA Registration No.: 9402-10
Application Date: Angust 15, 2006
Receipt Date: August 16, 2006

Dear Ms. Swick,

This acknowledges receipt of your notification, submitted

Notice 98-10, FIFRA section 3(¢)9.

Proposed Notification

e Addition of the marketing language “3 Pack Bundle Pack™ and

General Comments

Based on a review of the material submitted, the following commenits apply:

under the provision of PR

“Take care. Be Prepared.” s

The notification application is acceptable and a copy has been inserted in your file for
future reference. ; :

_ Should you have any guestions or comments concerning this letter, please contact me at
(703) 308-6422. :

Sincerely,

/Adam Heyward

Product Manager (34) -
Regulatory Management Branch 1l
_ Antimicrobials Division (7510P)

CONCURRENCES

YMBOL 19 lCﬂ?

IRHAME

ATE " q@ Q‘{l

eSS ESd.

o

|

f 3
tPA Form 1320-14 Eimﬁ}



LEWIS & S
HARRISON iz

Consultants in Governmant Affairs

August |5, 2003 HAND DELIVERED

Dreument Processing Desk (NOTEF)
Oiffice of Pesticide Programs { 7304P)
LIS Environmental Protection Agency
Room S-4900, One Potomac Y ard
2777 South Crvstal Dinive

Arlington VA 22202

ATTN: Adam Heyward
Produet Manager, Team 34

SURBIECT: Kimberly-Clark Global Sales, Ine.
Kleenex” Brand Anti-Viral Tissue (EPA Reg. No. 9402-110)
Motification of Optional Marketing Language per PR Notice 98-10

Dear Mr. Heyward:
On behalf of Kimberly-Clark Global Sales, Inc., | am submitting a notification for Kleenex® Brand Anti-
Viral Tissue. The purpose of this netitication is to add optional marketing language to the product label.

Specifically we wish 1o add the optional marketing statements. “3 Pack Bundle Pack™ and “take care.
he prepared.”

Enclosed please find the following documents in support of this notification:

1. Application for Pesticide Motification (OPP ID No. 265394), which includes a signed statement
certifying compliance with PR Notice 98-10, and;
2. Ome (1) copy of the labeling panels which contain the optional marketing language.

Insofar as Lewis & Harrison serves as the “Company Contact”™ and “Company Agent” for Kimberly-Clark
Global Sales, Inc.. please relay all correspondence regarding this notification directly to us. If vou have
any questions, please contact me at (202) 393-3903 ext. 16 or by e-mail me at cswick({@lewisharrison.com

Sincerely,

( bwisdoing WL Aumele

Christina M. Swick

Agenl for Kimberly-Clark Global Sales, Tne. ."_.' »
T L
L] LI -

ce: Michael Caringello (Kimberly-Clark Global Sales, Inc.) - e fls
iiiiia 'ﬁ"’"‘

_— .li-:‘!! -

sasse LU

'SR 1]




Pigase read instiuctions on reverse before compil form.

Form &pproved ﬂn. 2070-0060, Approval expires 05-51-98

United States
Environmental Protection Agency
Washington, DC 20460

S EPA

[] Registration
[] Amendment
Other: Notification

| OPP Identifier Number

| 265304

Application for Pesticide - Section |

1. Company/Product Murmber '
D110

2. EPA Product Manager
Adam Hevward

3. Praposed Classification

4. Company/Product (MName)
Klgenex Brand Anli-Yiral Tissue

Pz
Team 34

@ Mo D Restricted

5. Name and Address of Applicant (include ZIF Code}

Kimberly-Clark Global Sales, Inc.

210 Winchester Road

Meenah, Wl 54956

PLEASE DNRECT ALL CORRESPONDENCE 10
SCONTACT POINT” LISTED BELOW

\D Check if ihis is & new address

to:

EPA Reg. No.

6. Expedited Review. [n accordance with FIFRA Section 3(e)(3)
(b1}, my product is similar or identical in compasition and labeling

Product Mame

Section - 1l

|j Amendment — Explain below.
Ij Resubmission in rezponse fo Agency letter dated _ .
Motification - Explain below.

|:| Final printed labels in respanse to Agency letter dated
|:| “he Too" Application
D Other - Explain below

Explanation: Use additional pagé{s} if necessary. (For Section | and Section I1.]

Notification to Add Optional Marketing Language

Motification of in Accordance With PR Motice 98-10

Signature: fl_hl-ﬁ\j@:_r‘mx _\Hq'k J:E:LL‘-‘MLJﬁ

Date:

8/is /oL

Thiz notification is consiztent with the provisions of PR Nokioe 58-10 and EPA regulations af 40 CFR 152.46, and no other changes have been made fo
the labeling or the confidential statemant of formufa of s prodect. | onderstand that it iz 5 wiolation of 18 ULES.C. Sec 1007 fo willfully make any falss
statemant fo ERPA. | further undersfand thal i this notification is nof consisfent with the farms of PR Mofice 98-2 and 40 CFR 152 46, this produed may
| beinviolation of FIFRA and [ may be the subisc! to enforcement action and penalties under sacfions 12 and 14 of FIFRA

Section - Il

1. Matenal This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
] ves | Yes Yes | [ metal
(] wo [] No [ o 7 [] Plastic
If “¥es" Ma. per If “Yes" Mo, per D Class
e Linit Packaging wat. contairer Fackage wat. container

*Certification must wiedine ' b [] Paper
be submitted , [ ] other iSpscifiy)
3. Location of Net Cantents Information 4. Size(s) Retail Container 3 5. Location of Label Directians
[] Label Container [] on Labe
" ik On labaling accompanying product
&, Manner in Which Label is Affied to Product ] Lithograph [] oOthar __

[l Faper glusd

L1 Stenciled i

Section - IV

1. Contact Point {Compiate ilems directly below for identfication of individual fo be conlacled, i necessary, to hxmsss this appfication)

Mams:
Christing M, Swick, Lewizs and Harvison

Title:

Agent for Kimberly-Clark Global Sales, Inc.

Telephone Mo. (Include Area
Code):

122 C St., N Soite 740, Washington, DC 20001 (20233003 x 16
g : !

Certification sesd+® 5 Daft’Application
| certify that the statements | have made on this form and all attachments thersto are true. accurate and complete® 1 9 3 Receled
acknaowledge that any knowingly false or misleading statement may be punishable by fine or imprizonment or both :.[s,ﬁmped]
under applicable law. s =
2. Signature 3 Title; :1 o Jeeee,

" e . i g il Cim T 1 K < T -
’ UJ%"».,GQ( o, mﬁ&a\'ﬁ"& 3 '*LM'JWQJ{, Agent for Kimberly-Clark Global Sales, ﬂlh‘l(‘.-w!‘:\l-= £
4. Typed Marme 5 [Dhate REES & Fu—
Christing 3. Swick, Lewis & Harrison LLC August 135, 2006 anuw
o

EPA Form 8570-1 {Rev. B-84) Previous editions are obselets

White- EPA File Copy {original)

Yallow-stpplicant Copy




take care.
be prepared

J KILLS 99_9‘1.:;an|: sFLU ‘VIRUSES* |

BUNDLE PACK
EACH HZ 3-PL‘I" TISSUES

84::; 8.2in

/213 x 208cm

LRAMD
TISSUE

&0

KLEENEX® Ant¥ira Sttt Bunclis Label - Wi - TARGET HEALTH & WELLWESS O PTONE NLVEERS O, 10 57 COOA MUTCH

PROJECT: Kin TIAGET HEALTH WELLWERS FEFEL | KO 0B MUMAER:
GOCLIAERIT RAME: 06300 HinT gz K PR MUMEES (0M0000:040
LAYEFIS 5 LIS Trry W
PLACEDIART: '-!LLI\I-'-F;E'EN_I e
PROGRARE Adnb st C5(11) LT
FRODUCED 30060 40U S ST HO%
O b gt o | SO OUTOK
Sionp Sans |Requizr, Bokd, Semicid]; :
Dy (Bl
BPPRACVED ART OATE:
STOCK, CODE:
FRENTUS J084

FIEVISIONE: £7,11.08 i 1:10arm: Changed B “Hills TE0%" copy Lo be 5% smaer.




take care.
be prepared.

KILLs 99.9% or COLD s FLU VIRUSES"

VP, 5RAND
Y

= -’-'g_;::; ;;;;

3 PACK BUNDLE PACK
EACH 112 3-PLY TISSUES

84 x82in/21.3 x208cm
TOTAL 336

Current .
kcS-061:303 3. 045
07.10.06 .-




Pages39-40- *Confidential Statementsf Formulamay be entitledto confidentialtreatment*





